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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTORN, DC 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

August 7, 2019

Dear Registrant,

We are writing to you concerning label and labeling requirements for products that contain
glyphosate.

On July 7, 2017, California listed glyphosate as a substance under Proposition 65', based on the
International Agency for Research on Cancer’s (IARC’s) classification of the pesticide as
“probably carcinogenic to humans.” EPA disagrees with [ARC’s assessment of glyphosate.
EPA scientists have performed an independent evaluation of available data since the IARC
classification to reexamine the carcinogenic potential of glyphosate and concluded that
glyphosate is “not likely to be carcinogenic to humans.” EPA considered a more extensive
dataset than IARC, including studies submitted to support registration of glyphosate and studies
identified by EPA in the open literature as part of a systematic review. For more detailed
information on this evaluation, please see the 2017 Revised Glyphosate Issue Paper: Evaluation

* of Carcinogenic Potential®. Further, EPA’s cancer classification is consistent with other
international expert panels and regulatory authorities, including the Canadian Pest Management
Regulatory Agency, Australian Pesticide and Veterinary Medicines Authority, European Food
Safety Authority, European Chemicals Agency, German Federal Institute for Occupational
Safety and Health, New Zealand Environmental Protection Authority, and the Food Safety
Commission of Japan,

On February 26, 2018, the United States District Court for the Eastern District of California
issued a preliminary injunction enjoining California from enforcing the state warning
requirements involving the pesticide glyphosate’s carcinogenicity, in part on the basis that the
required warning statement is false or misleading®.

Given EPA’s determination that glyphosate is “not likely to be carcinogenic to humans,” EPA
considers the Proposition 65 warning language based on the chemical glyphosate to constitute a
false and misleading statement. As such, pesticide products bearing the Proposition 65 warning
statement due to the presence of glyphosate are misbranded pursuant to section 2(q)(1)(A) of
FIFRA and as such do not meet the requirements of FIFRA. In registering pesticides, EPA must
determine that the labeling complies with the requirements of FIFRA including that the product

! California’s Safe Drinking Water and Toxic Enforcement Act of 1986 (also known as Proposition 65) requires
businesses to inform Californians about significant exposures to chemicals that, under the terms of Proposition 65,
are believed to cause cancer, birth defects or other reproductive harm. See California Office of Environmental
Health Hazard Assessment, “Proposition 65,” at https://oehha.ca.zov/proposition-63.

? htps:/Awww.regulations. sov/document?D=EPA-HO-OPP-2009-0361-0073

? National Association of Wheat Growers, et al. v. Zeise, 309 F.Supp.3d 842 (E.D.Cal.)




not be misbranded. See FIFRA 3(c)(5)(B). Therefore, EPA will no longer approve labeling that
includes the Proposition 65 warning statement for glyphosate-containing products. The warning
statement must also be removed from all product labels where the only basis for the warning is
glyphosate, and from any materials considered labeling under FIFRA for those products.

For any pesticide product that currently contains Proposition 65 warning language exclusively on
the basis that it contains glyphosate, EPA requests the submission of draft amended labeling that
removes such language within ninety (90) days of the date of this letter.

Sincerely,

Michael L. Goodis;
Director, Registration Division
Office of Pesticide Programs
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April 8, 2022

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

Dr. Lauren Zeise

Director

Office of Environmental Health Hazard Assessment
California Environmental Protection Agency

1001 I Street

Sacramento, California 95814

Dear Dr. Zeise:

Thank you for your letter of March 21, 2022, to the U.S. Environmental Protection Agency (EPA)
regarding glyphosate and California’s Safe Drinking Water and Toxics Enforcement Act of 1986, also
known as Proposition 65.

Your letter proposes a revision to previously proposed safe harbor language that businesses could use to
satisfy California’s notification requirements for certain glyphosate products under Proposition 65. It
further requested that EPA provide input on whether the newly proposed language could be approved, if
requested by a pesticide registrant, for inclusion on pesticide labels for products containing glyphosate
as an active ingredient and sold in California. As explained below, EPA could approve the newly
proposed language.

The Agency continues to stand behind its robust scientific evaluation of the carcinogenic potential of
glyphosate. Furthermore, EPA’s conclusion remains consistent with many international expert panels
and regulatory authorities (https://www.regulations.gov/document/EPA-HQ-OPP-2009-0361-0073).

Nonetheless, EPA recognizes that the revised safe harbor language proposed by the Office of
Environmental Health Hazard Assessment (OEHHA) acknowledges the EPA position: CALIFORNIA
PROPOSITION 65 WARNING: Using this product can expose you to glyphosate. The International
Agency for Research on Cancer classified glyphosate as probably carcinogenic to humans. US EPA has
determined that glyphosate is not likely to be carcinogenic to humans; other authorities have made
similar determinations. A wide variety of factors affect your potential risk, including the level and
duration of exposure to the chemical. For more information, including ways to reduce your exposure, go
to www.P65Warnings.ca.gov/glyphosate.

The letter from OEHHA further requests that EPA clarify its position as previously stated in its August
7, 2019, letter to registrants regarding products that contain glyphosate. That 2019 letter focused on the
application of the default Proposition 65 safe harbor warning language to products containing
glyphosate and advised that EPA would no longer approve glyphosate labeling containing that statement
because it was in conflict with the Agency’s scientific conclusions regarding glyphosate. The Agency
concluded that the standard warning language for products containing glyphosate was false or
misleading and therefore, any glyphosate products bearing the statement would be considered
misbranded.

Internet Address (URL) « http://www.epa.gov


http://www.epa.gov
www.P65Warnings.ca.gov/glyphosate
https://www.regulations.gov/document/EPA-HQ-OPP-2009-0361-0073

While EPA’s scientific conclusions regarding the glyphosate cancer classification have not changed
since the August 7, 2019, letter to glyphosate registrants, it has determined that the new glyphosate-
specific safe harbor language proposed in OEHHA’s recent letter is sufficiently clear regarding EPA’s
position and thus would not be considered false and misleading. Therefore, this revised language could
be approved by EPA if pesticide registrants requested it for inclusion on glyphosate product labels, and
the products would not be considered misbranded. As stated in OEHHA’s letter, EPA notes that
inclusion on the product label is one of several methods that companies can use to satisfy California’s
notification requirements under Proposition 65.

EPA appreciates the constructive approach that California is pursuing to address this matter and looks
forward to further strengthening our relationships with our stakeholders as we forge ahead together in
our work. We thank you for taking the time to write on this important matter.

Sincerely,
Digitally signed by
MICHAL MICHAL FREEDHOFF

FREEDHOFF Date: 2022.04.08

13:26:16 -04'00'

Michal Freedhoff, Ph.D.
Assistant Administrator
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OFFICE OF
GENERAL COUNSEL

AUTHORIZATION AND INSTRUCTIONS FOR THE DEPOSITION TESTIMONY OF RETIRED U.S.
ENVIRONMENTAL PROTECTIONS AGENCY EMPLOYEE, JESS ROWLAND

SUBPOENAED EMPLOYEE DATE OF REQUEST
Mr. Jess Rowland February 10, 2017
Retired Deputy Division Director
CASE COURT & DOCKET NUMBER
In Re: Roundup Products Liability U.S. Dist. Court, N. Dist. Cal.
Litigation MDL No. 2741, Case No. 3:16-md-02741-
VC
REQUESTING PARTY DATE OF DEPOSITION
Plaintiff April 26, 2017

DESCRIPTION OF CIRCUMSTANCES/TESTIMONY:

Plaintiffs in the above-referenced litigation, to which the U.S. Environmental Protection
Agency (EPA or Agency) is not a party, seek deposition testimony from you, Mr. Jess
Rowland, retired Deputy Division Director in the Agency’s Health Effects Division, Office of
Pesticides Programs (OPP) and former co-chair of the Agency’s Cancer Assessment Review

Committee (CARC).

The requested testimony relates to your work with the Agency’s Pesticide Registration
Review program, which reviews all registered pesticides at least every 15 years, as mandated
by the Federal Insecticide, Fungicide, and Rodenticide Act. While you were an Agency
employee, EPA was conducting a registration review of glyphosate to ensure that it continues
to satisfy the statutory standard for registration; that is, the pesticide generally will not cause
unreasonable adverse effects on the environment, including a determination that there is a
reasonable certainty that no harm will result from aggregate exposure to the pesticide
chemical residue, including all anticipated dietary exposures and all other exposures for which
there is reliable information.
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This letter authorizes you to testify about four specific topics (listed below) that relate to the
Agency’s glyphosate review and information that you acquired in the scope and performance
of your official EPA duties. This letter also provides instructions and limitations that you are
to follow while responding to deposition questions related to information that you acquired as
an EPA employee in the scope and performance of your official EPA duties.

AUTHORITY:

A subpoena for testimony was directed to Mr. Rowland, a retired Agency employee. In
litigation to which EPA is not a party, former employees may not provide testimony
concerning information acquired in the course of performing official Agency duties nor
because of their previous employment status with the Agency, unless authorized to do so by
the General Counsel or his designee. 40 C.F.R. §2.401.

These regulations have the force and effect of federal law. Ex Parte Sackett, 74 F.2d 922, 923
(9th Cir. 1935). Such regulations are promulgated pursuant to the authority granted by the
Federal Housekeeping Statute, 5 U.S.C. § 301. To the extent such a regulation is a valid
exercise of legislative authority, as embodied in a legislative regulation, it is given the force
and effect of federal law, and a court may not premise a finding of contempt by a former
Agency employee for his adherence to that law. The U.S. Supreme Court has specifically
recognized the authority of a federal agency to restrict the testimony of its subordinate
employees. United States ex rel. Touhy v. Ragen, 340 U.S. 462 (1951); Boske v. Comminfore,
177 U.S. 459 (1900); see also, Houston Business Journal, Inc. v. Office of the Comptroller of
the Currency, Department of Treasury, 86 F.3d 1208, 1212 (D.C. Cir. 1996); Edwards v.
Department of Justice, 43 F.3d 312,316 (7th Cir. 1994); Boron Oil Co. V' Downie, 873 F.2d
67, 69-70 (4th Cir. 1986); Reynolds Metals Company v. Crowther, 572 F. Supp. 288, 290 (D.
Mass. 1982).

INSTRUCTIONS:

In accordance with the Agency’s regulation, 40 C.F.R. § 2.401-2.406, you are hereby
authorized to testify about the topics and to the extent stated herein.

Authorized Testimony Topics:

1. For the time period of May 1, 2014 to Mr. Rowland’s retirement from EPA:
Mr. Rowland’s duties and role on Cancer Assessment Review Committee (CARC)
where such duties and role regard communications about glyphosate or glyphosate-
based formulations that Mr. Rowland may have had with Monsanto’s employees, ex-
employees, lobbyists, contractors or agents, whether written or verbal.

2. For the time period of May 1, 2014 to Mr. Rowland’s retirement from EPA:
Mr. Rowland’s written or verbal communications with managers or staff at the
Agency for Toxic Substances and Disease Registry or the National Toxicology
Program concerning the CARC’s cancer risk assessment of glyphosate or glyphosate-
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based formulations.

3. For the time period of May 1, 2014 to Mr. Rowland’s retirement from EPA:
Mr. Rowland’s written or verbal communications with the Working Group of experts
or staff who worked on the International Agency for Research on Cancer’s (IARC)
Monographs on glyphosate.

4. For the time period of May 1, 2014 to Mr. Rowland’s retirement from EPA:
Mr. Rowland’s involvement with the creation of the CARC glyphosate memo on
carcinogenicity dated October 1, 2015 and Mr. Rowland’s involvement in the
“inadvertent release” and subsequent retraction of that report in or around April and
May 2016.

You are instructed to not give any testimony which would constitute opinion or expert
testimony based upon information which you acquired in the scope and performance of your
official EPA duties.

You are instructed to not give any testimony that is protected by the deliberative process
privilege. The deliberative process privilege applies to and protects from disclosure any
communications or information acquired in the scope and performance of your official EPA
duties that remained internal to EPA or the Executive Branch and that contain predecisional
deliberations, predecisional opinions or predecisional recommendations. Predecisional
information is created in the activities leading up to an Agency decision-making processes
and reflect the flow of opinions, recommendations or advice.

You are instructed to not give any testimony protected by the attorney-client privilege. The
attorney-client privilege applies to and protects from disclosure any legal advice, acquired in
the scope and performance of your official EPA duties, that you received from an attorney in
the Agency’s Office of General Counsel.

This authorization and the related instructions apply to all forms of information, including
both oral and written testimony and to requests for any Agency records. Under no
circumstance (including the invocation of a contempt citation by the court) are you to provide
any information acquired in the scope and performance of your official EPA duties that is
outside the scope of these instructions.

The Agency takes no position on your testimony related to activities that occurred after your
retirement from the Agency so long as those post-employment activities do not contain EPA
equities or information acquired in scope and performance of your official EPA duties.

To the extent that any party seeks disclosure of information which you acquired in the scope
and performance of your official EPA duties that is beyond the scope of this authorization,
you are instructed to decline to answer on the basis that the information requested is outside
the scope of the authority granted to you by EPA. If you are ordered by the court to provide
the information sought, you are to respectfully decline to do so upon the same grounds and
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refer the court to this authorization and to request that the court grant a stay of the proceedings
to allow for representation by the Office of United States Attorney.

If any questions or issues related to this authorization arise, you should contact the Agency’s
Office of General Counsel at 202-564-4845.

Sincerely,

& _
Date: March 30, 2017 M.){/; - ?}(_@Z_,

Wendy Bl
Associate eral Counsel
General Law Office

ce? Messrs. Jon Jacobs, Andrew Steward and Nicholas Liao, Mr. Rowland’s Personal
Counsel.
Messrs. Michael J. Miller and Timothy Litzenburg, Plaintiffs’ Counsel.
Wendy Cleland-Hamnett, Acting Assistant Administrator for the Office of Chemical
Safety and Pollution Prevention.
Rick P. Keigwin, Jr., Acting Director, Office of Pesticides Programs, OCSPP.
Dana Vogel, Director, Health Effects Division, OPP, OCSPP.
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MEMORANDUM

SUBJECT: GLYPHOSATE - Report of the Hazard Identification Assessment Review

Committee.
FROM: . William Dykstra, Toxicologist. 7 2z, . it
Registration Action Branch 1 ; p‘/ H-]]w[q?

Health Effects Division (7509C)
and
Jess Rowland, Executive Secretary éf--a @n—-:st.-fL——-y/’o 4L
Hazard Identification Assessment Review Committee
Health Effects Division (7509C)

o At o) 5P
THROUGH: K. Clark Swentzel, Chairman, /,’/% M ﬁ/"/‘r/j—df’f /21

Hazard [dentificauion Assessment Review Committee
Health Effects Division (7509C)

and ¢ ]
Mike Metzger, Co-Chairman ] / U/ . "/f, / 4‘ &
Hazard Identification Assessmej g Ci rn»ﬁ ittée e _. et O

Health Effects Division (7509C

TO: Melba Morrow, Branch Senior Scientist
Registration Action Branch |
Health Effects Division (7509C)

PC Code: 417300

On March 26, 1998, the Health Effects Division's Hazard Identification Assessment Review
Committee evaluated the toxicology data base of GLYPHOSATE, re-assessed the Reference Dose
(RID) established in 1992 as well as the toxicological endpoints selected for acute dietary and
occupational/residential exposure risk assessments. The HIARC also addressed the potential
enhanced sensitivity of infants and children from exposure to glvphosate as required by the Food
Quality Protection Act (FQPA) of 1996. The Committee's conclusions are presented in this report.

gf; Printed on Recycied Paper
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Committee Members in Attendance

Members present were: Mike Metzger (Co-Chairman), Clark Swentzel (Chairman), Bill Burnam,
Sue Makris, Melba Morrow, Karen Hammernik, Karl Baetcke, Robert Fricke, John Redden, and
Jess Rowland (Executive Secretary) . Member(s) in absentia: None. Data was presented by
William Dykstra of the Registration Action Branch 1.

In attendance was also Julianna Cruz of Registration Action Branch 1.

Data Presentation: Wlfla"ﬂ"- i/}rf%!._ '

¥l and
Report Presentation William Dykstra.
Toxicologist

Report Concurrence:
Jess Rowland
Executive Secretary

R
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3. Intermediate-Term Dermal (7 Days to Several Months)
Study Selected: None
MRID No.: None '
Executive Summary: None
Dose/Endpoint for Risk Assessment: Not Applicable
Comments about Study/Endpoint: ~ See short term
This risk assessment is NOT required.
¥ s 4. Long-Term Dermal (Several Months to Life-Time)
Study Selected: None
MRID No.: None
Executive Summary: None
Dose and Endpoint for Risk Assessment: Not Applicable
Comments about Study/Endpoint:. See short term
This risk assessment is NOT required.
5. Inhalation Exposure (Any Time period).
Study Selected: None
MRID No.: None
Executive Summary: None
Dose/Endpoint for Risk Assessment: Not Applicable
Comments about Study/Endpoint: Based on the low toxicity of the formulation
products (Toxicity Category III or IV) and the physical characteristics of the
technical product (wetcake) there is minimal concern for potential inhalation

exposure or risk. The acute inhalation study was waived for technical glyphosate.

This risk assessment is NOT required.
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D. Recommendatjon for Aggregate Exposure Risk Assessments

There are no registered residential uses at the present time. Therefore, aggregate
exposure risk assessments will be limited to food + water.

1. CLASSIFICATION OF CARCINOGENIC POTENTIAL
1. Combined Chronic Toxicity/Carcinogenicity Study in Rats

Executive Summary : Randomized groups of 60/sex/dose Sprague-Dawley rats were fed
glyphosate at dietary levels of 0, 2000, 8000, or 20.000 ppm [male: 0. 89, 362, or 940
mg/kg/day; female: 0, 113, 457, or 1183 mg/kg/day]. The NOEL was 8000 ppm [362
mg/kg/day for males and 457 mg/kg/day for females] and the LOEL was 20,000 ppm
[940 mg/kg/day for males and 1183 mg/kg/day for females] based on decreased weight

" gain in females, decreased urinary pH in males, increased incidence of cataracts and lens
abnormalities in males, and increased absolute and relative liver weight in males. The
carcinogenic potential was negative.

MRID No, 41643801

Discussion of Tumeor Data: The study showed a slightly increased incidence of pancreatic
islet cell adenomas in the low and high dose males; hepatocellular adenomas in the low
and high dose males; and thyroid C-cell adenomas in the mid and high dose males and
females. The Agency concluded that these adenomas were not treatment-related and
glyphosate was not considered to be carcinogenic in this study. The pancreatic islet cell
adenomas did not display a positive dose-trend in their occurrence: there was no
progression to carcinoma and the incidence of pancreatic hyperplasia was not dose-
related. .The hepatocelluiar adenomas were not statistically significant by pair-wise
comparison; the incidence was within the range of historical controls; there was no
progression to carcinoma and the hyperplasia was not compound-related. The C-cell
adenomas were statistically significant by pair-wise comparison and were not dose-
related; there was no progression to carcinoma and there was no significant dose-related
increase in severity or incidence of hyperplasia in either sex.

Adequacy of the Dose Levels Tested: The highest dose tested was the limit dose of
20,000 ppm in both sexes.

Executive Summary: Randomized groups of 50/sex/dose CD-1 mice were fed glyphosate
in the diet for 2 years at doses of 0. 1000, 5000. or 30,000 ppm [0, 150, 750, or 4500
mg/kg/day]. The systemic NOEL was 5000 ppm and the LOEL was 30,000 ppm based
on decreased weight gain in both sexes, hepatocyte necrosis and interstitial nephritis in
males and increased incidence of proximal tubule epithelial basophilia and hypertrophy in
females. The carcinogenic potential was negative.
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- MRID No. 00130406, 00150564

Discussion of Tumor Data The incidence in males of renal tubular adenomas. a rare
tumor, was 1, 0, 1, and 3 in the control, low, mid, and high dose groups. respectively.
Although the trend was significant, there was no statistical significance by pairwise
comparison of the control and high dose group. The incidence at the high dose exceeded
the occurrence of historical controls from the testing laboratory. The non-neoplastic
findings in the male kidney did not occur in a increased dose-related manner and the
tumorigenic findings in the kidney were considered to occur by chance rather than as a
result of treatment.

Adequacy of the Dose Levels Tested: The highest dose tested [30,000 ppm] exceeded

the limit dose of 7000 ppm for both sexes of mice.

MMmm_ﬂqjij The OPP Cancer Peer Review Commmee

lesmﬁcd glyphosate as a "Group E " pesticide [no evidence for carcinogenicity in two
accepiable species].

IV. FQPA CONSIDERATIONS
1. Neurotoxicity: =

There were no data requirements for acute or subchronic rat neurotoxicity studies since
there was no evidence of neurotoxicity in any of the toxicology studies at very high doses
and glyphosate lacks a leaving group. Therefore, it would not seem likely to inhibit
esterases, which is the presumptive neurotoxic mechanism of concern for all
organophosphates.

2D ].. !I . .

In a prenatal developmental toxicity study , pregnant Sprague-Dawley rats received oral
administration of glyphosate (98.7%) in 0.5% aqueous methocel at 0, 300, 1000 or 3500
mg/Kg/day during gestation days 6 through 19. For maternal toxicity, the NOEL was
1000 mg/kg/day and the LOEL was 3500 mg/kg/day based on diarrhea, decreased mean
body weight gain, breathing rattles, inactivity, red matter around the nose and mouth, and
on forelimbs and dorsal head. decreases in total implantations/dam and inviable
fetuses/dam, and death (24% of the group). For developmental toxicity, the NOEL was
1000 mg/kg/day and the LOEL was 3500 mg/kg/day based on increased number of litters
and fetuses with unossified sternebrae, and decreased mean fetal body weights (MRID #
00046362).
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6. Recommendation for a Developmental Neurotoxicity Study
i Evidence that suggest requiring a developmental neurotoxicity study:

There was no evidence to suggest that a developmental neurotoxicity
study was needed.

ii. Evidence that do not support a need for a developmental neurotoxicity
study: Rat and rabbit developmental studies and 2-generation rat
reproduction study.

7. Determination of the FOPA Safety Factor:

The application of an FQPA factor for the protection of infants and children from

" exposure to glyphosate required by FQPA, will be determined during risk characterization
by the FQPA Safety Committee. However, the HIARC, based on hazard assessment,
recommends to the FQPA Safety Factor Committee that the additional 10 x factor should
be removed because:

(i) The data provided no indication of increased susceptibility of rats
or rabbits to in utero and/or postnatal exposure to glyphosate.

(i) No evidence of developmental anomalies, including abnormalities
in the development of fetal nervous system was observed in the

pre-and/or postnatal studies.

(iii)  The toxicology data base is complete and there are no data gaps.

V. DATA GAPS none
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Vi SUMMARY OF TOXICOLOGY ENDRPOINT SELECTION

The doses and toxicological endpoints selested for various sxposire Suenanios amn
sumnarized below,

EXPORLURE ﬂ{?% ENDPOINT STUDY
SCEMARID (mgfhgiday
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Ao Dhietary wlentifed o oral studiss Including the rat and rabbit developmental
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Acuie BIT = Nong
NOTL = 175 | Monsiity, diarrhes, and nasal discharge Develnomental -
Chronie Dietary Rabhit

UF = 106 ,
Chrpnic RITY = 2.0 mpkg/day

Showrt, Nong No svetamic wosic effonts seen at doses up o 1000 mpdkp/day in the
Iermediate anmnd 21 day dermal toxicity stwldy, Risk azsessment 15 not reguired.
Long-Term
{Dawermaly
Inhalation Pione Hased on low weauity of formulations and eehniodd matertal Dyt
{Any Time cake inhalation stody was walved, Risk assessment {5 not required.
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not be misbranded. See FIFRA 3(c)(5)(B). Therefore, EPA will no longer approve labeling that
includes the Proposition 65 warning statement for glyphosate-containing products. The warning
statement must also be removed from all product labels where the only basis for the warning is
glyphosate, and from any materials considered labeling under FIFRA for those products.

For any pesticide product that currently contains Proposition 65 warning language exclusively on
the basis that it contains glyphosate, EPA requests the submission of draft amended labeling that
removes such language within ninety (90) days of the date of this letter.

Sincerely,

Michael L. Goodis, PE.
Director, Registration Division
Office of Pesticide Programs
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